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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .1 7(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 8/18/08 
has been entered. 

The response filed on 8/18/08 presents remarks and arguments to the office 
action mailed on 4/17/08. Applicant's request for reconsideration of the rejection of 
claims in the last office action has been considered. 

Applicant's arguments have been fully considered but they are not deemed to be 
persuasive. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 9/9/08 is acknowledged 
and has been reviewed. 
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Claim Status 

Claims 17, 19-47 and 49-57 are pending. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 17, 23-25, 34-44 and 46-47 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Garzia US 3,697,563. 

Garzia teaches that ^(3,4,5- trimethoxybenamido)-heptanoic acid in the treatment 
of cardiac disorders such as cardiac ischemic or cardiac infarction, see col. 2, lines 12 
and lines 49-59. It is anticipated that with these disorders result in cardiac muscle 
weakness because a heart attack occurs when the supply of blood and oxygen to an 
area of heart muscle is blocked, thus creating weakness to the heart muscle (claims 23- 
24). Claim 25 is anticipated as a reduced efficiency of a metabolic pathway will be 
detected once there is a cardiac disorder as required by instant claim 25. The reference 
also discloses the administration via enterally. Enteral is any form of administration that 
involves any part of the gastrointestinal such as orally, see col. 3, lines 29-30, therefore 
the limitations in claims 34-37and 43-44 are disclosed therein. With regard to instant 
claims 38-41 and 46 the reference teaches the administration parenterally via 
intravenous administration, see col. 3, lines 29-31 . Claim 47 is anticipated with regards 
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to providing fuel to the heart. Fuel to the heart would be provided an inherent 
mechanism that would occur by administering the same composition). 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

Claims 17, 19-47, 49-52 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Garzia US 3,697,563 in view of Jandacek et al., US 4,753,963 and 
Jones etal. British Med. J. 1961, 1276-1278. 

Garzia is applied here as above. The reference fails to teach the n-heptanoic 
acid is a triglyceride comprising triheptanoin, the limitations set forth in claims 19-20, 22, 
50, 52 and the varying doses as set forth in instant claims 26-33 and 42. 

Jandacek et al. teach a triglyceride formulation wherein the amount of the 
triglyceride utilized in the composition is a nutritionally effective amount, based upon the 
subject and the nutritional benefits required. The composition typically comprises the 
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nutritional fat (triglyceride) in an amount of about 2% to about 20% by weight of the 
composition (about 18 to about 180 calories per 100 grams of composition or about 4% 
to about 36% of the total caloric value of the composition). See column 5, lines 18-20 
and column 7, lines 5-8. It is assumed that the dosages are per day (24 hours).The 
reference discloses oral and feeding tube administration of the composition. See 
column 4, line 65-66 as in claim 46. With regard to instant claim 22 and 50 one can 
infer from the teaching that the methyl esters are easily formed and a chemist would be 
able to make the ester easily, see col. 3, lines 61-68. Jandacek also discloses 
parenterally administrate compositions. See column 6, lines 56-60. The reference also 
discloses the triglyceride may be triheptanoin as R1 and R2 may be n-heptanoyl., see 
abstract. Triheptanoin is metabolized by the body to three molecules of heptanoic acid 
and glycerol. Therefore, administration of a composition comprising triheptanoin is 
equivalent to administration of a composition comprising heptanoic acid. As to instant 
claim 47, with regards to providing fuel to the heart (it is assumed that providing fuel to 
the heart would be obvious because anytime that the claimed composition is 
administered, fuel would be provided an inherent mechanism that would occur by 
administering the same composition), it is assumed that theses agents will function the 
same since they are employed for the same treatment condition. 

Jones et al. is added to show fat mal-absorption in congestive heart failure, thus, 
motivating one of ordinary skill in the art to administer the formulation of Jandacek et al 
to patients with fat malabsorption because Jones et al. teach that fat malabsorption are 
found in patients with congestive heart failures. See entire doc. of Jones et al. 
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One of ordinary skill in the art would have been motivated to substitute the 
compound formulation with ^(3,4,5- trimethoxybenamido)-heptanoic acid in Garzia to 
the formulation of Jandacek (see supra) and employ in the treatment of cardiac 
disorders because the Jones reference teaches that fat malabsorption is found in 
patients with cardiac disorders and thus any cardiac disorder results in cardiac muscle 
weakness. One of ordinary skill in the art would have expected success ion employing 
the formulation of Jandacek to treat cardiac disorders. With regards to the doses as 
required and addressed in Jandacek above, the determination of a dosage having the 
optimum therapeutic index is well within the level of the ordinary skill in the art, and the 
artisan would be motivated to determine the optimum amounts to get the maximum 
effect of the drug, hence the reference makes obvious the instant invention. 

Claims 53-57 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Garzia US 3,697,563 in view of Jandacek et al., US 4,753,963 and Jones et al. British 
Med. J. 1961, 1276-1278 as applied to claims 17, 19-41 and further in view of Niezen- 
Koning J. Inher. Metab. Dis 18, 1995, 230-232 and Bach et al. (Am. J. Clin. Nutri. 1982; 
950-962). 

The above references and rejection is applied here below. However the 
references do not explicitly teach the limitation "severe translocase deficiency" in claim 
53. It is the understanding that translocase deficiency is the inability to transport lipid to 
the mitochondria. 
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The Niezen-Koning reference teaches that a total of 13 inherited/3-oxidation 
defects have been described and among those 13 disorders there are four that affect 
the transport into mitochondria of long-chain fatty acids that are activated to their CoA 
esters. Defects have been described for the plasma-membrane carnitine transporter 
and carnitine palmitoyltransferase types 1 and 2 (CPT I and II). Three patients have 
been described with a carnitine-acylcarnitine translocase deficiency, a defect in the 
transfer of fatty acylcarnitines across the inner mitochondrial membrane in exchange for 
free carnitine. Along with supportive treatment, treatment was started with carnitine. 
Dietary treatment consisted of a low-fat diet supplemented with MCT (medium-chain 
triglycerides). 

The Jandacek reference teaches long chain fatty triglycerides do not typically 
provide well absorbed forms of essential fatty acids, whilst on the other hand MCT are 
well absorbed. As taught above in the Niezen-Koning, MCT are administered to 
patients for the transfer of fatty acids across the mitochondrial membrane. Therefore 
one of ordinary skill in the art would be motivated to administer the MCT that can be 
easily transported to the plasma. See col. 1, lines 59-68. 

Bach et al. (Am. J. Clin. Nutri. 1982; 950-962) is further introduced as it teaches 
that fat malabsorption is treated with MCT. The reference also teaches the deficiency of 
such (fat malabsorption) affects the skeletal muscle and in the systemic form the heart 
and liver and patients who suffer from deficiency of muscular carnitine have been 
successfully treated with MCT based diet, thus motivation to employ the formulation of 
Jandacek for the treatment of a translocase deficiency because MCT's are absorbed 
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faster than LCT's (long chain fatty acids). See pages 954, clinical uses under fat 
malabsorption and 956, rt. col. lines 3 from the top. 

It would have been obvious to one of ordinary skill in the art to combine the cited 
prior art and administer a MCT, employ the formulation of Jandacek in treating a 
translocase deficiency such as deficiency of the carnitine system. 



Maintained Double Patenting 

The provisional obviousness type double patenting rejection is not the only 
rejection in the examined application and the rejection will continue to be made until the 
rejection is overcome as stated in MPEP 804 [R-5], I B, that "the "provisional" double 
patenting rejection should continue to be made by the examiner in each application as 
long as there are conflicting claims in more than one application unless that 
"provisional" double patenting rejection is the only rejection remaining in at least one of 
the applications." As noted above, the provisional obviousness double patenting 
rejection is not the only rejection remaining in this examined application. Thus rejection 
is maintained and is not held in abeyance. 

Claims 17,19-47 and 49-57 are provisionally rejected under the judicially created 
doctrine of obviousness-type double patenting as being unpatentable over claim 25- 
27, 37-40, 42-45 and 47-56 of U.S. Patent No. 10/371 ,385. Although the conflicting 
claims are not identical, they are not patentably distinct from each other. 

Claims 17,19-47 and 49-57 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 15- 
18 and 21-36 of copending Application No. 10/748432, in view of Rice et al., Neuroloqy. 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other 
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No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SHIRLEY V. GEMBEH whose telephone number is 
(571)272-8504. The examiner can normally be reached on 8:30 -5:00, Monday- Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, MICHAEL HARTLEY can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 

/Shirley V Gembeh/ 
Examiner, Art Unit 1618 
9/10/08 
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